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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-9 and 14-23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nardeo (US 6530897 B2) in view of Pearson et al (US 2003/0212394 A1 ). 

Regarding claims 1-9 and 14-23, Nardeo discloses a steerable catheter 
comprising: an elongated catheter body (100, Fig 7) including a proximal end, a distal 
segment (Fig 1) and a deflection lumen extending from the proximal end toward the 
distal segment (15, Figs 1 and 2); a handle (200, Fig 7) coupled to the catheter body 
proximal end and including a longitudinal axis; and a deflection mechanism (220) for 
selectively inducing a bend in the catheter body; the deflection mechanism comprising: 
an elongated deflection wire (50) extending within the deflection lumen of the catheter 
body and into the handle; a thumb wheel (steering dial 220) mounted within the handle; 
wherein rotation of the thumb wheel in a first direction moves the deflection wire 
proximally through the deflection lumen inducing a first bend of the catheter body, and a 
rotation of the thumb wheel in a second direction moves the deflection wire, inducing a 
second bend of the catheter body (column 4 lines 63-66); wherein the handle further 
includes a first major side (213, Fig 6) and a second major side (214) and the thumb 
wheel is disposed intermediate the first major side and the second major side (see Fig 
6); wherein the handle further includes a first handle body portion and a second handle 
body portion joined along a plane substantially perpendicular to the thumb wheel axis; 



Application/Control Number: 10/697,486 Page 3 

Art Unit: 3739 

the first handle body portion and the second handle body portion capturing the thumb 
wheel there between (see figs 6-8); wherein the deflection mechanism further 
comprises a securing mechanism (locking device 230, Fig 7) selectively engageable in 
use from either the first major side or the second major side of the handle to apply a 
friction force, which holds the thumb wheel preventing further rotation of the thumb 
wheel (column 5 lines 23-29); wherein the handle further includes a first minor 
side (215, Fig 7) extending between the first major side and the second major side and 
a first thumb wheel window (218) extending through the first minor side through which a 
portion of the thumb wheel is exposed (see Figs 6-8); wherein the handle further 
includes a second minor side opposite the first minor side (216, Fig 7), and a second 
thumb wheel window (see Figs 7 and 8) extending through the second minor side 
through which a second portion of the thumb wheel is exposed, wherein the thumb 
wheel includes a side wall forming an outer rim, the outer rim being exposed through 
the first thumb wheel window (see Figs 7-8) and the second thumb wheel window, 
wherein the outer rim includes serrations (222, Fig 7) and first and second indentations 
(any of the indentations formed by teeth 222, see Fig 7). 

Nardeo discloses a deflection mechanism wherein rotation of the wheel is 
translated into a forward-and-back motion of the deflection wire. Nardeo also discloses 
that the wire may terminate on a gear or other device mechanically controlled by the 
motion of the thumb wheel (column 4 line 67- column 5 line 2). Nardeo does not 
specifically disclose a guide track, rack arm, runners, pinion gear, or linear rack. 
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Pearson discloses an ablation apparatus that is steerable using deflection 
mechanisms (25, Figs 3 and 4), which can include pull wires, latch and lock 
mechanisms, including a rack and pinion (see paragraphs 0069-0071). Rack and pinion 
mechanisms move along a linear path. The limitation "substantially aligned with the 
deflection mechanism" is sufficiently broad to include the configuration disclosed by 
Nardeo in view of Pearson. Pearson teaches that it is old and well known in the art to 
use rack and pinion mechanisms as deflection mechanisms in catheters. At the time the 
invention was made it would have been an obvious matter of design choice to a person 
of ordinary skill in the art to substitute a deflection mechanism including a guide track, 
pinion gear, and rack arm as taught by Pearson for the deflection mechanism disclosed 
by Nardeo in order to deflect the distal end of the catheter and to obtain predictable 
results. 

Claims 10-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nardeo in view of Pearson as applied to claim 9 above, and further in view of Thompson 
et al (US 5358478). 

Nardeo in view of Pearson discloses the catheter of claim 9, as described above, 
but does not disclose a resilient compressible member. Thompson teaches a steerable 
catheter (10) with a thumb wheel (18 and 34, Fig 1), deflection wire (58), and deflection 
mechanism (Fig 2) comprising a securing mechanism (locking lever 38, Fig 1) 
selectively engageable to apply friction, which holds the thumb wheel and prevents 
rotation of the thumb wheel (column 4 lines 10-24). The securing mechanism comprises 



Application/Control Number: 10/697,486 Page 5 

Art Unit: 3739 

a resilient compressible member (an O-ring) disposed in the gap between the thumb 
wheel sidewall and one of the first major side and the second major side of the handle 
body (column 4 lines 13-14). It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to have used the locking mechanism of 
Thompson in the catheter of Nardeo in view of Pearson in order to prevent rotation of 
the wheel when no further bending of the catheter is desired. 

Regarding claims 11-13, where the instant specification and evidence of record 
fail to attribute any significance (novel or unexpected results) to a particular 
arrangement, the particular arrangement is deemed to have been a design 
consideration within the skill of the art. In re Kuhle , 526 F.2d 553, 555, 188 USPW 7, 9 
(CCPA 1975). Applicant has not disclosed that the securing mechanism of the instant 
application is used for a particular purpose, or solves a stated problem. One of ordinary 
skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with the securing mechanism of Nardeo or Thompson, or the securing 
mechanism of the instant application because both mechanisms successfully stop the 
thumb wheel from further rotation. Therefore, it would have been an obvious matter of 
design choice to modify Nardeo to obtain the invention as specified in claims 11-13. 

Claims 24-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nardeo in view of Pearson as applied to claim 1 above, and further in view of Biggs (US 
6030360). 



Application/Control Number: 10/697,486 Page 6 

Art Unit: 3739 

Nardeo in view of Pearson discloses the catheter of claim 1 , with the features 
described above, wherein the handle is economically designed (column 4 lines 51-52), 
but does not specifically disclose a narrowed waist. Biggs teaches a steerable catheter 
wherein a handle includes a first major (31 2U, Fig 1B) side and a second major side 
(31 2L); the first and second major sides forming a thumb wheel support segment and a 
grasping segment extending proximally from the support segment (see Figs 1A-2B); the 
grasping segment including a narrowed waist (see Fig 2A) facilitating ergonomic 
handling. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have included the narrowed waist of Biggs in the steerable 
catheter of Nardeo in view of Pearson in order to make it easier and more comfortable 
for the user to hold the instrument. 

Response to Arguments 

Applicant's arguments with respect to claims 1-26 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jacqueline Papapietro whose telephone number is 
(571) 272-1546. The examiner can normally be reached on M-F 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. £. 
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